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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )[3 Responsive to communication(s) filed on 30 May 2007 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 12 and 24-32 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) (EI Claim(s) 12 and 24-32 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)E3 The drawing(s) filed on 12 September 2003 is/are: a)K accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Claims 12, 24-32 are pending in the application. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 5/30/07 has been entered. 

Response to Amendment 

The rejection of claims 12, 24-30 under 35 U.S.C.102 has been withdrawn in light of 
Applicant's amendment. 

The rejection of claims 31 and 32 under 35 U.S.C. 103 has been withdrawn in light of 
Applicant's amendment. 

Claims 12, 24-32 are rejected under 35 U.S.C.l 12 1 st paragraph for reasons discussed 

below. 

Claims 12, 24-32 are rejected under 35 U.S.C.l 03 for reasons discussed below. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 12, 24-32 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
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described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a new matter rejection. 

Claim 12 as amended recites the new limitation "wherein no stimulation with cytokines 
or dendritic cells is performed between the steps." This limitation is not supported by the 
specification as originally filed because the specification does not teach or disclose a method to 
identify, monitor and/or remove CD4+CD25+ from human blood without stimulation from 
cytokine or dendritic cells. The teaching on page 4, lines 25-29 is directed to a method of 
identify, monitor and/br remove CD4+CD25+ from human blood by using agents that 
specifically binds to CD4, and/or CD25, whereas the teaching on page 13, lines 5-7 discloses that 
the CD4+CD25+ cells may also be generated in vitro by repetitive stimulation with immature 
DC. Such teaching does not suggest a method of identify, monitor and/or remove CD4+CD25+ 
from human blood without stimulation from cytokine or dendritic cells. The claims after the 
filing date of the as-filed application, does not provide any legal basis showing that applicant is 
possesses the specific claimed subject matter as claimed in the new claims at the time the 
invention was made. Thus, this is a new matter rejection. In other words, new or amended claim 
which introduces a new limitation that excludes the stimulation of cytokines or DC, and which 
are not supported by the as-filed disclosure as a whole, violate the written description 
requirement. Claims 24-32 are also rejected because they depend on claim 12 and also include 
this limitation. 
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Claim Rejections - 35 USC §103 

Claims 12, 24-32 are rejected under 35 U.S.C. 103(a) as being unpatentable over Jonuleit 
et al. and Takahashi et al. 

Jonuleit et al. disclose a method that of identify, monitor and/or remove CD4+CD25+ 
cells from human blood by contacting the blood with CD4 and/or CD25 and/or CTL-A4 specific 
antibodies (see page 1214, 2 nd col., 4 th paragraph, lines 1-6, and Figure 4). Jonuleit et al. further 
disclose that CD4+ T cells are removed from the cord blood (page 1214, 2 nd col., 4 th paragraph, 
lines 1-3). Jonuleit et al. also disclose that the purification is carried out using antibodies 
attached to beads (page 1214, 2 nd col., 4 th paragraph, last two lines). Lastly, Jonuleit et al. 
disclose said method wherein the cells are stimulated with dendritic cells (see page 1215, 1 st 
paragraph, lines 2-4). Further, Jonuleit et al. disclose analyzing expression of CTL-4. 

However, Jonuleit et al. does not teach that no stimulation of DC when isolating said 

cells. 

Takahashi et al. teach CD25+CD4+ cells are isolated from lymphoid organs of mouse by 
using CD25 and CD4 antibodies with stimulation of cytokines and dendritic cells (see page 304, 
Figure 1 and legend). 

It would have been obvious to one of ordinary skill in the art to develop a method of 
identifying, monitoring, and removing CD4+ CD25+ regulatory T cells from human blood by 
using ligands specifically binds to the CD4 and CD25 based on the combined teaching of 
Jonuleit and Takahashi et al. Jonuleit et al. teach the CD4+ cells are first isolated from cord 
blood and stimulated with DC and then CD25 antibody is used to purify the CD4+CD25+ 
population. Takahashi et al. teach that CD25+CD4+ T cells are isolated from spleen cell 
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suspension by using CD4 and CD25 antibody without stimulation of the cells with cytokine or 
dendritic cells. It is clear from the teaching of both references that T cells that are CD4+ CD25+ 
can be isolated from a mixed population of cells, either from blood or lymphoid tissue, by using 
CD4+CD25+ antibodies. Stimulation of the mixed cell population with cytokine or dendritic 
cell does not affect that ability of CD4 and CD25 antibody to bind to CD4 and CD25 surface 
antigen on such cells, thus isolation CD4+CD25+ by using CD4 and CD25 binding ligand 
without stimulation of cytokine or dendritic cells would yield the predictable result. Thus, it 
would have been obvious to one of ordinary skill in the art to identify, monitor and removing 
CD4+CD25+ cells from blood by using binding ligands to such surface molecules without 
stimulation with cytokine or dendritic cells. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Celine X. Qian Ph.D. whose telephone number is 571-272-0777. 
The examiner can normally be reached on 9:30-6:00 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joe Woitach Ph.D. can be reached on 571-272-0739. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Celine X Qian Ph.D. 

Examiner 

Art Unit 1636 
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